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* Presentation includes additional slides showing post-animation result, providing solution for PCs that don’t support complex animation.
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Presentation Outline

@ Quickly Cover—
¢ Executive Summary of Review Folder
@ Content of CDs
@ Description of CD Problem
@ Policy Issues
@ CD Production Process
@ More description of Review Folder

@ Demo of Review Folder
@ Next steps



Review Folder Overview

Review Folder is an electronic collection of all
documents a reviewer would normally receive in
preparation for meeting, as prepared by SRA/GTA.

General meeting information (e.g., SRA cover letter)
General Review Guidelines

Specific Review Guidelines

PAs and RFAs

Grant Applications

Prior Summary Statements

Other application materials (e.g., post-submission
info)

Other document types are possible.



Review Folder vs. Grant Folder

Documents for Documents for
entire review one applicant
R rss -- Smith
RO1 Review 398 - Smith
SRA Cover
SS -- Lee SS -- Smith
/ \| 398 - Lee 398 -- Smith

Grant
Folder

Review
Folder
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7 GUIDE FOR ASSIGNED REVIEWERS' PRELIMINARY COMMENTS

@ ON RESEARCH GRANT APPLICATIONS (R01)

=

é Plzase use the following guidelines when preparing written comments on research grant applications

Z assigned to you for review. The goals of MIH-supported research are to advancs our understanding of

= biclogical systems, improve the control of disease, and enhancs health. In your written review, you should

- comment on the following aspects of the application in order to judage the likelihood that the proposed

m research will have a substantial impact on the pursuit of these goals. NOTE: Your written reviews

E should not bear persenal identifiers because unaltered comments will be sent to the investigator.

£

= The MIH now scans the abstract on page 2 of an application for use in the Description

® section of the summary statement. Howewver, as a reviewer you must be prepared to present the

| application to the Study Section so that all members can follow the critiques and discussion. Thus, any

@ description you writz (in prose or in bullet form) is for vour use in making this presentation.

“E CRITIQUE: Include as little descriptive information in this section as possible. Please address, in five

=] individual sections, each criterion listed below. In addition: for competing continuation (renswal)

e applications, include an evaluation of progress over the past project period; for amended applications,
address progress, changes, and responses to the critiques in the summary statement from the previous
review, indicating whether the application is improved, the same as, or worse than the previous
submission. Comments on progress and response to the previous review should be provided in a
separate paragraph and'or under the appropriate criteria.

1) Significance

Does this study address an important problem? If the aims of the application are achieved, how will

scientific knowledge be advanced? What will be the effect of these studies on the concepts or methods

that drive this field?

2} Approach

Are the conceptual framework, desian {including composition of study population), methods, and

analyses adequately developed, well-integrated, and appropriate to the aims of the project? Does the

applicant acknowledge potential problem areas and consider alternative tactics?

3} Innovation

Does the project employ novel concepts, approaches or methods? Ars the aims original and  innovative?

Does the project challenge existing paradigms or develop new methodologies or technologies?

4} Investigator

Is the investigator appropriately trained and well suited to carry out this work? Is the work proposed

- appropriate to the experigncs Iev_el of the_ DI’I!‘ICIDQ| investigator qnd other researchers \'lf any)? PL_EASE -

K| v 4] 4 4] 10f2 » M BSx11in O 4= H 4] ¥
— nn Ty -



CD Contents

@ General Review Guidelines
@ Specific Review Guidelines
@ PAs and RFAs

@ Grant Applications

@ Prior Summary Statements

(Also CD User Guide, Adobe Reader
Install Guide, Reader Install Program,
other miscellaneous data and files.)




Content Quality Problem

Review Guidelines are not always available in time
for CD production.

ICs were supposed to provide a Web page of Review
Guidelines for CD contractor to retrieve. Only three
ICs have complied: CSR, NIDA, and NIDDK.

Some SRAs have reported that a complete set of
PA/RFAs is not always placed on the CD.

Apparently PA/RFAs are not always reported on
Grant Application, therefore IMPAC II data does not
indicate need for PA/RFA. Also, perhaps it is possible
that PA/RFA is sometimes not correctly recorded in
IMPAC II.

@ There are indications that some ICs maintain

PA/RFAs outside the NIH Guide.



Review Policy Issues

@ Reviewers should only receive approved

Review Guidelines.

@ SRAs sometimes distribute unapproved or
obsolete guides.

@ Additional sensitivity regarding human
subjects.

@ Reviewers should only receive approved

PA and RFAs.

@ SRAs sometimes distribute PA/RFAs that are
not currently in the NIH Guide.

@ The NIH Guide is the “"approved” set of
PA/RFAs.



CD Order Process
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CD Order Process
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CD Order Process

REVIEW MODULE

Meeting
Info.

D Orde
Info.

> To0 much communication
after order submission.

» Delays CD delivery time.
» Susceptible to error.

> Added cost.

> Inefficient!

Peer
Rﬁar



CD Order Process
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Process Improvement

REVIEW MODULE

Meeting
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Review
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Process Improvement
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Review Folder Concept

Review Folder is an electronic collection of all
documents a reviewer would normally receive in
preparation for meeting. The SRA can edit the
collection to assure it is accurate and complete.

Review Folder allows only approved Review
Guidelines and PA/RFAs. ICs will have flexibility to
control and provide their own approved versions.

Review Folder can be placed in IAR for online access
by reviewers. This will set stage for eventual
obsolescence of CDs.

Review Folder can serve as a new interface to the
CDs, providing SRAs and Reviewers with same Ul
no matter if CD or Internet.



Process Innovation

REVIEW MODULE

Meeting
Info.
D Orde
Info.

Folder on CD
Same user interface for all
media.

Review
Folder




Process Innovation

REVIEW MODULE

Meeting
Info.

Review
— Folder ¢
s

Review
Folder
Folder in Review Module
Collect all review documents.
Info Folder

Folder in IAR
Electronically distribute all

documents to reviewers. g
Peer
Folder on CD Reviewer

Same user interface for all l\
media. D ¢~e

|-




Review Folder

Demo by Browser

Demo by PowerPoint
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HUMAN SUBJECTS IN GRANT AND COOPERATIVE AGREEMENT

APPLICATIONS
April 5, 2002

Please read the instructions contained in this document, whether this is your first time as a reviewer or you
have reviewed previously. NIH has revised the reviewer responsibilities and applicant requirements with
respect to the juman subjects elements identified below. Each assigned application and project within an
application involving human subjects must be evaluated with respect to elements listed below.

MNote: The first page of this document summarizes a reviewer's responsibilities, and the subsequent pages of
the document provide additional details, explanations and guidance.

REVIEWER CRITIQUE HEADINGS AND EVALUATION CODING OPTIONS
1. PROTECTION OF HUMAN SUBJECTS FROM

RESEARCH RISK: {(page 3}

Absent (no information provided in the
application — Call the Scientific Review

Administrator.) or
Acceptable or
Unacceptable or

Exempt (see definitions)

If the proposed research includes a clinical
trlal then a DﬂTA AMND SAFETY MONITORING

3. INCLUSION OF MINORITIES PLAN: (page 6)

Clinical Research Not an NIH-defined Phase IIl
Clinical Trial:

Absent (no information provided in the
application — Call the Scientific Review
Administrator) or

Acceptable (coded 1-5 see instructions) or

Unacceptable (coded 1-5. see instructions) or

MIH-defined Phase lll Clinical Trial: (see special

analyses requirements):
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Project Plan

RUG and Review Advocate approval

RPC review

Cost estimate

eRA Project Approval: cost, schedule, priority

Approximately three JADs:
@ Users, Analyst, Developers, Testers, Tech Writer
@ Business rules, document types, policy
@ User interface and data requirements

CDR

Develop

Deployment Plan: Pilot? Full deployment? Phase?
Final RUG review

Deploy: October 2003




Transition Plan

@ Develop transition plan

@ Possible RPC policy announcement

regarding plan

@ (Especially if any CD product or service is
required to scale back)

@ Develop Web site for approved review
guides

@ Possible patch release for CD order
download file (e.qg., include more data
for ID of guides.)
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